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1 In the case of a determination by the Secretary 
of Defense, the Secretary of HHS shall determine 
within 45 calendar days of such determination, 
whether to make a declaration under section 

564(b)(1) of the FD&C Act, and, if appropriate, shall 
promptly make such a declaration. 

2 The Secretary of HHS has delegated the 
authority to issue an EUA under section 564 of the 
FD&C Act to the Commissioner of Food and Drugs. 

Dated: September 30, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–21841 Filed 10–6–22; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2022–N–2389] 

Authorization of Emergency Use of a 
Biological Product in Response to an 
Outbreak of Monkeypox; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
issuance of an Emergency Use 
Authorization (EUA) (the Authorization) 
under the Federal Food, Drug, and 
Cosmetic Act (FD&C Act) in response to 
an outbreak of monkeypox. FDA has 
issued one Authorization for a 
biological product as requested by the 
National Institute of Allergy and 
Infectious Diseases (NIAID), a part of the 
National Institutes of Health. The 
Authorization contains, among other 
things, conditions on the emergency use 
of the authorized product. The 
Authorization follows the August 9, 
2022, determination by the Secretary of 
the Department of Health and Human 
Services (HHS) that there is a public 
health emergency, or a significant 
potential for a public health emergency, 
that affects, or has a significant potential 
to affect, national security or the health 
and security of United States (U.S.) 
citizens living abroad, and that involves 
monkeypox virus. On the basis of such 
determination, the Secretary of HHS 
declared, on August 9, 2022, that 
circumstances exist justifying the 
authorization of emergency use of 
vaccines pursuant to the FD&C Act, 
subject to the terms of any authorization 
issued under that section. The 
Authorization, which includes an 
explanation of the reasons for issuance, 
is reprinted in this document. 
DATES: The Authorization is effective as 
of August 9, 2022. 
ADDRESSES: Submit written requests for 
a single copy of the EUA to the Office 
of Counterterrorism and Emerging 
Threats, Food and Drug Administration, 
10903 New Hampshire Ave., Bldg. 1, 
Rm. 4338, Silver Spring, MD 20993– 
0002. Send one self-addressed adhesive 
label to assist that office in processing 
your request or include a fax number to 

which the Authorization may be sent. 
See the SUPPLEMENTARY INFORMATION 
section for electronic access to the 
Authorization. 

FOR FURTHER INFORMATION CONTACT: 
Michael Mair, Office of 
Counterterrorism and Emerging Threats, 
Food and Drug Administration, 10903 
New Hampshire Ave., Bldg. 1, Rm. 
4340, Silver Spring, MD 20993–0002, 
301–796–8510 (this is not a toll free 
number). 

SUPPLEMENTARY INFORMATION: 

I. Background 

Section 564 of the FD&C Act (21 
U.S.C. 360bbb–3) allows FDA to 
strengthen public health protections 
against biological, chemical, nuclear, 
and radiological agents. Among other 
things, section 564 of the FD&C Act 
allows FDA to authorize the use of an 
unapproved medical product or an 
unapproved use of an approved medical 
product in certain situations. With this 
EUA authority, FDA can help ensure 
that medical countermeasures may be 
used in emergencies to diagnose, treat, 
or prevent serious or life-threatening 
diseases or conditions caused by 
biological, chemical, nuclear, or 
radiological agents when there are no 
adequate, approved, and available 
alternatives (among other criteria). 

II. Criteria for EUA Authorization 

Section 564(b)(1) of the FD&C Act 
provides that, before an EUA may be 
issued, the Secretary of HHS must 
declare that circumstances exist 
justifying the authorization based on 
one of the following grounds: (1) a 
determination by the Secretary of 
Homeland Security that there is a 
domestic emergency, or a significant 
potential for a domestic emergency, 
involving a heightened risk of attack 
with a biological, chemical, radiological, 
or nuclear agent or agents; (2) a 
determination by the Secretary of 
Defense that there is a military 
emergency, or a significant potential for 
a military emergency, involving a 
heightened risk to U.S. military forces, 
including personnel operating under the 
authority of title 10 or title 50, U.S. 
Code, of attack with (A) a biological, 
chemical, radiological, or nuclear agent 
or agents; or (B) an agent or agents that 
may cause, or are otherwise associated 
with, an imminently life-threatening 
and specific risk to U.S. military 
forces; 1 (3) a determination by the 

Secretary of HHS that there is a public 
health emergency, or a significant 
potential for a public health emergency, 
that affects, or has a significant potential 
to affect, national security or the health 
and security of U.S. citizens living 
abroad, and that involves a biological, 
chemical, radiological, or nuclear agent 
or agents, or a disease or condition that 
may be attributable to such agent or 
agents; or (4) the identification of a 
material threat by the Secretary of 
Homeland Security pursuant to section 
319F–2 of the Public Health Service 
(PHS) Act (42 U.S.C. 247d–6b) sufficient 
to affect national security or the health 
and security of U.S. citizens living 
abroad. 

Once the Secretary of HHS has 
declared that circumstances exist 
justifying an authorization under 
section 564 of the FD&C Act, FDA may 
authorize the emergency use of a drug, 
device, or biological product if the 
Agency concludes that the statutory 
criteria are satisfied. Under section 
564(h)(1) of the FD&C Act, FDA is 
required to publish in the Federal 
Register a notice of each authorization, 
and each termination or revocation of an 
authorization, and an explanation of the 
reasons for the action. Under section 
564(h)(1) of the FD&C Act, revisions to 
an authorization shall be made available 
on the internet website of FDA. Section 
564 of the FD&C Act permits FDA to 
authorize the introduction into 
interstate commerce of a drug, device, or 
biological product intended for use in 
an actual or potential emergency when 
the Secretary of HHS has declared that 
circumstances exist justifying the 
authorization of emergency use. 
Products appropriate for emergency use 
may include products and uses that are 
not approved, cleared, or licensed under 
sections 505, 510(k), 512, or 515 of the 
FD&C Act (21 U.S.C. 355, 360(k), 360b, 
and 360e) or section 351 of the Public 
Health Service Act (PHS Act) (42 U.S.C. 
262), or conditionally approved under 
section 571 of the FD&C Act (21 U.S.C. 
360ccc). 

FDA may issue an EUA only if, after 
consultation with the HHS Assistant 
Secretary for Preparedness and 
Response, the Director of the National 
Institutes of Health, and the Director of 
the Centers for Disease Control and 
Prevention (to the extent feasible and 
appropriate given the applicable 
circumstances), FDA 2 concludes: (1) 
that an agent referred to in a declaration 
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of emergency or threat can cause a 
serious or life-threatening disease or 
condition; (2) that, based on the totality 
of scientific evidence available to FDA, 
including data from adequate and well- 
controlled clinical trials, if available, it 
is reasonable to believe that: (A) the 
product may be effective in diagnosing, 
treating, or preventing (i) such disease 
or condition; or (ii) a serious or life- 
threatening disease or condition caused 
by a product authorized under section 
564 of the FD&C Act, approved or 
cleared under the FD&C Act, or licensed 
under section 351 of the PHS Act, for 
diagnosing, treating, or preventing such 
a disease or condition caused by such 
an agent; and (B) the known and 
potential benefits of the product, when 
used to diagnose, prevent, or treat such 
disease or condition, outweigh the 
known and potential risks of the 
product, taking into consideration the 
material threat posed by the agent or 
agents identified in a declaration under 
section 564(b)(1)(D) of the FD&C Act, if 
applicable; (3) that there is no adequate, 
approved, and available alternative to 
the product for diagnosing, preventing, 
or treating such disease or condition; (4) 
in the case of a determination described 
in section 564(b)(1)(B)(ii) of the FD&C 

Act, that the request for emergency use 
is made by the Secretary of Defense; and 
(5) that such other criteria as may be 
prescribed by regulation are satisfied. 

No other criteria for issuance have 
been prescribed by regulation under 
section 564(c)(5) of the FD&C Act. 

III. The Authorization 

The Authorization follows the August 
9, 2022, determination by the Secretary 
of HHS that there is a public health 
emergency, or a significant potential for 
a public health emergency, that affects, 
or has a significant potential to affect, 
national security or the health and 
security of U.S. citizens living abroad, 
and that involves monkeypox virus. On 
the basis of such determination, the 
Secretary of HHS declared, on August 9, 
2022, that circumstances exist justifying 
the authorization of emergency use of 
vaccines pursuant to section 564 of the 
FD&C Act, subject to the terms of any 
authorization issued under that section. 
Notice of the Secretary’s determination 
and declaration was provided in the 
Federal Register on August 15, 2022 (87 
FR 50090). Having concluded that the 
criteria for issuance of the Authorization 
under section 564(c) of the FD&C Act 
are met, FDA has issued the 
authorization for the emergency use of 

a biological product during the 
monkeypox outbreak. On August 9, 
2022, FDA issued an EUA to NIAID for 
the biological product JYNNEOS, 
subject to the terms of the 
Authorization. 

The initial Authorization, which is 
included below in its entirety after 
section IV of this document (not 
including the authorized versions of the 
fact sheets and other written materials), 
provides an explanation of the reasons 
for issuance, as required by section 
564(h)(1) of the FD&C Act. Any 
subsequent reissuance of the 
Authorization can be found on FDA’s 
web page at: https://www.fda.gov/ 
emergency-preparedness-and-response/ 
mcm-legal-regulatory-and-policy- 
framework/emergency-use- 
authorization. 

IV. Electronic Access 

An electronic version of this 
document and the full text of the 
Authorization is available on the 
internet at: https://www.fda.gov/ 
emergency-preparedness-and-response/ 
mcm-legal-regulatory-and-policy- 
framework/emergency-use- 
authorization. 
BILLING CODE 4164–01–P 
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August 9, 2022 

John Beige!, M.D. 
Associate Directorfot Clinical Research 
Division of Microbiology and Infectious Diseases 
National Institute of Allergy and Infectious Diseases (NlAID) 

Deat Dr: Beigel: 

This letter is in response to your request that lheFood and Drug Adminislration (FDA) issue an 
Emergency Use Authorization (EUA) for FDA-unapproved emergency use of Jynneos, an FDA
approved vaccine, for the prevention ofmonkeypox disease in individuals detennined to be at 
high risk of monkeypox infection.. In response to this request and our review of available data, 
we are authorizing certain unapproved uses of Jynneos as described in the Scope of 
Authorization (Section ll}ofthis letter~ pursuant to Section 564 of the Federal Food, Drug; and 
Cosmetic Act (the FD&C Act or the Act) (21 U.S.C. 360bbb-3). 

On Aogw,f 9;. 2022, pursuant to Section 564(b)(l)(C) of the Act, the Secretary ofthe Department 
of Health and Human Services (HHS) determined that there is a public health emergency, or a 
significant potential for a public health emergency, that affects~ or has a significant potential to 
aITect, national security or the health and security of United States (U.S.) citizens living abroad, 
and that involves monkeypox virus, On the basis of such determination, the Secretary of HHS 
then dedared that circumstances exist justifying the authorization of emergency use ofvaccines 
for use against the monkeypox virus, pursuant to Section 564 of the. Act, subject to tenns of any 
authorization issued under that section. 1 

Jynneos is a live vaccine produced from the strain Modified Vaccinia Ankara-Bavar'ian Nordic 
(MV A-BN), an attenuated; non-'replicating orthopo:xvirus. Each 0.5 mL single dose is 
formulated to contain 0.5 x 108 to 3.95 x 108 infectious. units of MVA-BN live virus. Jyrmeos is 
licensed for active-immunization to prevent smallpox and monkeypox. disease in adults 18 years 
of age and older determined to be at high risk for smallpox or monkeypox infection, It is FDA
approved.as a hvo~dose series, with each 0.5 mL dose given subcutaneously (SC) 4 weeks apart. 

For the authorization of intradetrnal administration of two dos.es (OJ rnL each) of Jynneos to 
individuals 18 years of age and older, FDA reviewed irnrnunogerucity and safety data from a 
completed phase 2 trial in ·which 191 subjects received two intradermal (TD).doses ofJynneos 
(0.1 mL each), and 167 subjects received two SC doses of)ynneos (0.5 mL each). Study 
vaccinations were administered 4 weeks .apart to all subjects. FDA's review of the available 
safety data did not identify specific safety concerns that would preclude issuance of an EUA 
Following vaccination with Jynneos SC and ID immunogenicity was evaluated using 4 different 

i. U.S. DepartmentofHewth and Human Services, DetJ:rmination of Public Heal1h Emergency or Significant 
Potential for a Public IIealth Emergency and Declaration thatCirctnnstan¢es Exist Justifying an Authorization 
Pursuantt(} Seetion564 of.thel'ederal.l'ood, Drug,.and l.'osmeticAct, 21 U.S.C. § 360bbbc3(b). 
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Page 2 ~Dr. Beigel, NIAID 

assays. Plaque reduction neutralizing antibody titers (PRNT) were obtained using assays 
perfonned at St. Louis University (SLU) and Bavarian°Nordic (BN) and enyzme linked 
immunosorbent assay (ELISA) values. were obtained from assays conducted at SLU and BN. 
The development of the immune respomie to Jynneos over time following SC and ID 
administration was nearly identical, and the log1 transfonned peak titers obtained following ID 
administration were non-inferiorthose obtainedfollowing SC administration. Forthe 
authorization of SC adtrtinistration of two doses (0.5 mL each) of Jynneos to individuals younger 
than 18 years of age FDA ha$ considered the available Jyooeos safety and immunogenicity data 
in adnlts as well as the historical data with use of live vaccinia vims smallpox vaccine in 
pediatric populations. Based on these data, FDA concluded that itis reasonable to. believe, based 
on the totality of scientific evidence available, thatJynneos may be effective and that the known 
and potential benefits of Jynneos outweigh the known and potential risks of the vaccine, for the 
prevention of monkeypox disease in individuals less thim 18years of age detennined to be at 
high risk of monkeypox infection when two 0.5 mL d<>ses are administered subcutaneously 4 
weeks apart, and in individuals 18 years of age and older detennined to be at high risk of 
monkeypox infection when two 0.1 mL doses are administered intradennally 4weeks apart 

Having concludedthat the criteria for: issuance of this authorization under Section 564( c) of the 
Act are met, I am authorizing the emergency use ofJynneos for the prevention of monkeypox 
disease as described it1the Scope of Authorization section of this letter (Section II) and subject to 
the terms of this authorization. 

L Crltt\rla for Issuance ofAuthorization 

I have concluded.that the emergency use of Jynneos for the prevention of monkeypox disease 
when administered as described in the.Sc0pe of Authorization (Section II} meets the criteria for 
issuance ofan authorization under Section 564(c) ofthe Act, because: 

1} The monkeypox virus can cau.<;e a serious or life•threatening disease or condition to 
humans infected by this virus; 

2) Based on the totality of scientific evidence available to FDA, itis reasonable to believe 
that the use of Jynneos unde,this authorization may be effective in preventing 
monkeypox disease, and that, when used under the conditions described in this 
authorization, the known .. and potential benefits of this use when used to prevent 
monkeypox disease outweigh its known and potential.risks; and 

3} There is no adequate, approved, and available altemative2 for the unapproved uses of 
Jynneos to prevent monkeypox disease. 3 

2 Although Jynneos is approved as a two-dose series (0.5 mL each) to preventmonkeypox disease in ind1Vicluals 18 
years- of age and older determined to be at high risk of monkeypox infection, there is currently hot sufficient 
quantitie& of this vaccine available for distribution to this population in its entirety using the. approved route of 
administration. Additiooo)ly, Jynneos is. not approved to provide vaccination in the pediatl'ic population. 

3 No -other criteria of issuance have been prescribed by regulation under Section 564( cX 4j of the Acf 
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Page 3 -I>r. Beigel, NlAID 

u; Scope of Authorization 

rnave concluded; pursuant to Section 564{dX lJ of the Act, that the scope ofthis authorization is 
limited as follows: 

• Emergency uses ofJynneos covered bytf:tis authorization are supplied by the 
Administration for Strategic Preparedness &.Response (ASPR).to emergency 
respo1:1se $takeholders4 consistent with the terms and conditi<ms of this ElJA; 

• Ui!e ofJynneosin accordance with this authorization wiffbe admiru.stered by 
vaccination providers5and used only to preventmortkeypox disease in: 

l. indiyidl,lals less than 18years of age. determined to be at high risk of 
monkeypox infection when two 0. 5 mL doses are administered 
subcutaheously 4 weeks apart, and 

2. individuals 18 years of.age and olderdetettnined to be at hrghrisk of 
monkeypo;x infection: when twoO.Jm.Ldoses are adm.in:i$1ered 
intradermally 4 weeks apart, 

• Jynn~s may be administered by a vaccination provider without mi individual 
prescription for each vaccine recipient. 

Product Descriptio11 

Jynneosis suppliec.fas a suspellsion and does noiconiain a presetvative, Jynneos.is approved. for 
use in individuals 18 years of age and older. The FDA-approved dosing.regimen is two doses 
{05 mL each}.given subcutaneously 4 weeks apart. Under the license, Jyn:neos is supplied in a 
single dosevial. 

Under this authorization, each vialcontai.nsasingle dose (0. 5 mL)fqrsubcutaneous injection in 
individua:Js less than 18 years ofage or up to 5 doses (0, l mL eacl1) forintradermalinjection in 
individuals 18years ofage and older. 

Jyfineos ls authorized for emergency useWith the following ptoduct~specific infonnation 
reqUiredto be made available tovaccinationprovlders and recipients, respectively (referred to as 
"authorized labeling"): 

4 For purposes of thisle~er, "emergencytespbru,e stakeho!de,"te(etsto a public h~~Ith agency anchts delegates that 
have :legal responsibility andatithbrity for responding to an incident, based on political or geographical bot111di1Iy 
lilies (e.g., city, county, tribal, territorial, State, or Federal), ot functional (e:g., law enfotcemerit or public health 
nmge) or sphere of 11uthbrify tp adminis~, dehver; or distribute vaccin-e iil !l.h emergency sitU?tiOli Ih SQl11 e ca$(is 
(~:g., depending on a state or localjurisdiction's monkeypoxvaccination respo~ mganization and plans); thete 
might be overlapping rotes and resperu,ibilities among ''emergency respmse stakeholders" .and ":vaccination 
providers." In such cases. it isexpectedthat the conditions ofa:uthorizatiol'l, thl:tt apply to emergency response 
stakeholders and vaccination providers wiU all be. met. 

5 For purposes of this letier/'v:accination provider" refers to anyone who.is licensed or otherwise suthorized to 
administer or provide vaccination services.( e,g., non-physician healthcare. professionals, .such as nurses and 
pharmacists pursuantto state law t111der a standing order issued by the state health officer) in accordance with the 
applicable emergencyresponsestilkeholder's officialemergencyresponse plan(s), 
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Page 4--,Dr. Bei~el,NIAID 

• Fact Sheet for Healthcare Providers Administering Vaccine: Emergency Use 
Authorizatfon(EUA) ofJynneos (Smallpox-and.Monkeypox Vaccine.Live, Non-

::i::fo~o~:l:=~n;e~f!eypox Disease in liidividuals Determfued to: be at 

• Fact Sheet for Recipients illid Caregivel'S About 1ynneos:($rtiltllpox llll.d fy{o~ypox 
Vaccine, Live, Nori•Replicating) to Prevent Monlreypox Disease in:Jndividuals · 
Determined. to be at :High Riskfor Monkeypox Infection 

lhave concluded. pursuando Section 564(d)(2)oftheAct, that it is reasonabfotobelfovethai' 
iht1 known and potential benefits ofuse of .Jymteos underthis311rthoriZati011; ~hen usedto 
prevent monkeypox·disease and used in accordance• with this Scope ofAuthoriZation(Section 
II), outweighits.knownand:potential risks .. 

fhave concluded, pursuant-to.Section 5(i4(d)(~)·of1:he Act, bas•¢d <>rt the tobitify-o:f$cie,itmc 
evidence available to FDA, thatitis reasonable to believe that use ofJynneos under this 
authorization may be effective in preventing.monkeypox disease when use&in·accordance with• 
this,Scope of Authorization (Sectfon:II), pursuant to Section-564(c)(2)(AJofthe Aci:. 

Having reviewed the scientific iiiformation avai.lable to:Ft>:A,facludfog the-inf~nnatfon: 
supporting the conclusioµs described in SectioqJabove, lhavtrconcludedthatuse o:fJynneos(as 
described in.this Scope ofAuthoriZation _(Section II))meets the. criteria set forth in Section. 564(c) 
ofthe Actconcerriing safety and ·potential effectiveness. 

The-authorized emergency~ofJynneosunderthis ElJAmustbe c0ll$istentwith;andmay·not 
exceed; the tenps, oftheAi,ithorjzati:OQ;; inclugingtheScope ofAuthorization(Section.Il}and the 
Conditions ofAuthorization{Section: Ill). Subjectto:the terms of this EUAand under the 
circumstancessetforthin the Secretary of HHS's determination under Section $64(b)(l)(C) 
described above and the SecretatyofH1IS's c:orrespoµdfug decl1U:$oµ1.t11der Section~64(b)(i); use 
ofJymteos is authorized to preverttmonkeypox disease•as described:in the Scope:ofAuthorization 
(Section. II) under this EUA. despitethefacfthatsuch use does not meet certain:requirements 
othenviserequiredhyapplicablefederallaw. 

Ut. ConditloN o(Adrorizatloo. 

Pursuant to Section 564 oftheAcl;Tam establishing the folfowing'.conditions on this authorization: 

TheAdnrirustrati:on for Strategic Preparedness & Response fASPll) 

A. For dis1ribµtioQS under this auth.or:izatioµ. ,AS:PR will distributeJynneos under its 
direction to the.extent such distributions are consistent with and do not exceed the terms 
. of this letter,;including distribution with the authorized labeling. 

B. _ASPRwill ensure that. appropriate siqrage and cold chain is maintained1nttil delivered to 
emergency respoQSe stakeholders' receipt_siws. 
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Page 5 -Dr, Beigel, NIAID 

C: ASPR will ensure that the tenns of this EUAare made available to all relevant 
stakeholders ( e.g., emergency response stakeholders and vaccination providers) involved 
in distributing or receiving Jynneos under this authorization, ASPR will provide to all 
relevant stakeholders a copy of this letter of authorization and communicate any 
subsequent amendments that might be made to this letter. of authorization and its 
authorized labeling. 

D. ASPR may develop and disseminate instructional and educational materials ( e.g~, video 
regarding vaccine handling, storage/cold-chain management; preparation; disposal) that 
are consistent with the authorized emergency use of the vaccine as desctibed in the letter 
of authorization and authorized labeling, without FDA's review and concurrence, when 
necessary to meet public health needs during an emergency. Any instructional and 
educational materials.that are inconsistent with the authorized labeling are prohibited. 

E. ASPRwili maintain records regarding release ofJynneos for distribution (i.e,, lot 
numbers, quantity, release date). 

F. ASPRwill make available to FDA upon request any records maintained in connection 
with this EUA 

National Institute of Allergy and Infectio1is Diseases (NIAfD) 

G. NIAID may request changes to this authorization, including to the authorized Fact 
Sheets for.Jynneos. Ally request for changes to this EU A must be submitted to the 
Office of Vaccines Research and Review (OVRR)/Centerfor Biologics Evaluation and 
Researph(CBER} Such changes require appropriate authorization prior to 
implementaii011.6 

Bavarian Nordic A/S 

H. Bavarian Nordic A/S will submit to the S1N 125678 file quarterly manufacturing 
reports thatinclude a listit1g of all drug substance and drug product lots produced after 
issuance of this authorization. This report must include lotnumber, manufacturing site, 
date of manufacture, and lot dispm;ition,includjng those lots. that were quarantined for 
investigation or those lots.that were rejected. Information on the reasons fodot 
quarantine or r~jection must be iniiluded in the report:. The first report is due November 

6 The following types of revisions may be authorized without reissuing this letter: (I) changes to the authorized 
labeling; (2) non-substantive editorial corrections to this letter; (3) new types of authorized labeling, including new 
fact sheets; .(4) new carton/container labels; (5)expiration dating e;..1:ensians; ( 6) changes to manufacturing 
processes, including tests or other authorized components of manufacturing; (7) new conditions of authorization to 
require data collection or study. All changes to the authorization require review and concurrence from OVRR. For 
changes to the authorization, including the authorized labeling, of the. type listed in (3), (6), or Cl), review and 
concurrence is also required from.the Preparedness and Response Team(PREP)/Office of the Center Director 
(OD)/CBER and the Office of C-0unterterrorism and Emerging Threats (OCET)/Office -0f the Chief Scientist (OCS} 
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9, 2022. TI1is EUA does not supersede requirements under the biologics license 
applicable to facilities, equipment, manufacturing, and lot release. 

I. Bavarian Nordic A/S must submit rep011s to Vaccine Adverse Event Reporting System 
(V AERS) for the following: 

• Serious adverse events (itTespective of attribution to vaccination) 
• Cases of cardiac events including 111yocatditis a11d pericarditis (regardless of 

seriousness or expectedness) 
• Cases ofthromboembolic events and neurovascular events 

TI1ese reports should be submitted to V AERS as soon as possible but no later 
than 15 calendar days from initial receipt ofthe infom1ation by Bavarian Nordic 
A/S. All other adverse events must be submitted to V AERS as periodic (11011-

expedited) reports in compliance with 21 CFR 600.80. 

J. Bavarian Nordic A/S must submit to S1N 125678 periodic safety reports for Jy1meos at 
monthly inte1vals in accordance with a due date agreed upon with the Office.of 
Biostatistics and Phan11acovigilance (OBPV)/CBER, begitming after the. first fall 
calendar month after. authorization. Each periodic safety report must contain 
consolidated aggregate analysis for all postmarketing and post-authorization 
spontaneous adverse event reports,. and descriptive infonnation which includes: 

• A narrative summary and analysis of adverse events submitted during the 
reporting interval, including interval and cumulative counts by age groups, 
special populations (e.g., pregnant women), and adverse events of special 
interest; 

• A narrative summary a11d analysis of vaccine administration errors, whether or 
not. associated with an adverse event, that were identifo:id since the last reporting 
interval; 

• Newly identified safety concerns in the interval;. and 
• Actions taken since the last report because of adverse eiq,eriences (for example, 

changes made to Healthcare Providers Administering Vaccine (Vaccination 
Providers) Fact Sheet, changes made to studies or studies initiated). 

Emergency Response Stakeholders 

K. Emergency response stakeholders will identify vaccination sites to receive. authorized 
Jynneos and ensure its distribution and administration, consistent with the terms of this 
letter. 

L. Emergency response stakeholders will ensure that vaccination providers within their 
jurisdictions are aware of this letter of authorization, and the tenns herein and any 
subsequent amendments that might be made to the letter of authorizatiol'1, instn1ct them 
about the means through which they are to obtain and administer the vaccine under the 
EUA, and ensure that the authorized labeling [i.e., Fact Sheet for Healthcare Providers 
Administering Vaccine and Fact Sheet for Recipients and Caregivers] is made available 
to vaccination providers through appropriate means (e.g., e-mail, website). 
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M, Emergency response. stakeholders.receiving.Jynneos will ensure that appropriate storage 
and cold chain is maintained. 

Vaccination Providers 

N. Vaccination providers will administer the vaccine in accordance with theauthorizatiom 

◊. Vaccination. pl'Qyidets.will provide the Fact Sheet for Recipiertts and Caregivers to ea¢h 
individual receiving vaccination and provide the necessary information for receiving their 
second dose, 

P. Vaccihatiort providers adil1llllsterihg Jynneos must report the foliow1ng inf'otmation 
<1ssociated with the ailniinistration ofJynneos of which they become aware to V A.ERS in 
accordance with the Fact Sheet fQr Healthcare I>roviders Administermg V@cine 
(Vaccination Providers): 

• Vaccine administration errors whether or not associated with an adverse event 
• Serious adverse events(ittespective of attribution to vaccination) 
• Cases of cardiac events indudingmyocarditi:s and pericarditis 
• Cases ofthromboembolic events and neurovascular events 

Co01pleteandsub01itreportsto VAERs .. onlirte at 
https://vaers;hhs;gov/reporteventhtmLThe VAERS •reports should include the words 
''Jynneos'' illthe description section of the report. More information.is available at 
vaers.hhs,g<>v or by callingI-800~822-7967, J>lease also provide a copy of the 
VAtRS form to Bavarian Nordic at l-8Q()0675~95%. 

Q. Vaccination ptoyiders will conduct any follow-up requested b:v the U.S. governruent, 
including ASPR, CDC, FDA, or other desigrtee, regarding adverse events to the extent 
feasible given the emergency circumstances: 

R, Vaccination providers willmonitor and comply with CDC and/or emergency response 
stakeholdervac9irie management requirement$ (e,g.,· I"equirements ~oncerning 
obtaining, tracking; and handling ~ccine) and with i:equitemenui concerning reporting 
of:vacciheadministration data to CDC, 

S. Vaccination providers will ensure.that any records associated with this EUAare 
maintained until notified by FDA. Such.records will be made. available to CDC; and 
FDA for inspection upon request. 

COnditions.Relafedfo. Printed Matter, Advertising; and Promotion 

T. All descriptive printed matter, advertising, and promotional material, relating to the use of 
.Tynneos under this authorization shall be.consistent with the authorized labeling; as ·well 
l!StheJenns setforth in this EDA. and meetthe requiremep.ts set forth in .section 502(a) 
and (n)ofthe FD&C Act and FDA implementing regulations, 

https://vaers.hhs.gov/reportevent.html
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Dated: September 30, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–21834 Filed 10–6–22; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2022–N–2355] 

Prescription Drug User Fee Rates for 
Fiscal Year 2023 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
rates for prescription drug user fees for 
fiscal year (FY) 2023. The Federal Food, 
Drug, and Cosmetic Act (FD&C Act), as 
amended by the Prescription Drug User 
Fee Amendments of 2022 (PDUFA VII), 
authorizes FDA to collect application 
fees for certain applications for the 
review of human drug and biological 

products and prescription drug program 
fees for certain approved products. This 
notice establishes the fee rates for FY 
2023. These fees apply to the period 
from October 1, 2022, through 
September 30, 2023. 
FOR FURTHER INFORMATION CONTACT: 
Robert Marcarelli, Office of Financial 
Management, Food and Drug 
Administration, 4041 Powder Mill Rd., 
Rm. 61075, Beltsville, MD, 301–796– 
7223; and the User Fees Support Staff at 
OO-OFBAP-OFM-UFSS-Government@
fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: 

I. Background 

Sections 735 and 736 of the FD&C Act 
(21 U.S.C. 379g and 379h) establish two 
different kinds of user fees. Fees are 
assessed as follows: (1) application fees 
are assessed on certain types of 
applications for the review of human 
drug and biological products and (2) 
prescription drug program fees are 
assessed on certain approved products 
(section 736(a) of the FD&C Act). The 
statute also includes conditions under 
which such fees may be waived or 

reduced (section 736(d) of the FD&C 
Act), or under which fee exceptions, 
refunds, or exemptions apply (sections 
736(a)(1)(C) through (G), 736(a)(2)(B) 
through (C), and 736(k) of the FD&C 
Act). 

For FY 2023 through FY 2027, the 
base revenue amounts for the total 
revenues from all PDUFA fees are 
established by PDUFA VII. The base 
revenue amount for FY 2023 is 
$1,151,522,958. The FY 2023 base 
revenue amount is adjusted for 
inflation, strategic hiring and retention, 
and for the resource capacity needs for 
the process for the review of human 
drug applications (the capacity planning 
adjustment (CPA)). This amount is 
further adjusted to include the 
additional dollar amount as specified in 
the statute (see section 736(b)(1)(F) of 
the FD&C Act) to provide for additional 
full-time equivalent (FTE) positions to 
support PDUFA VII initiatives. If 
applicable, an operating reserve 
adjustment is added to provide 
sufficient operating reserves of 
carryover user fees. The amount from 
the preceding adjustments is then 
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U. All desc1iptive printed matter, advertising, and promotional material relating to the U5e of 
Jynneos underthis authorization clearly and conspicuously shall state that: 

• TI1is product has not been approved or licensed by FDA for use in individuals less 
than 18 years of age, or as two 0.1 mL doses administered intradermally 4 weeks 
apart in individuals 18 years of age and older detem1ined to be at high risk of 
monkeypox infection but has been authorized for emergency u<:e by FDA .. under an 
EVA to prevent monkeypox disease; and 

• 'I11e emergency use of this product is only authorized for the duration of the 
declaration that circumstances exist justifying the authorization of emergency use of 
the medical product under Section 564(b)(l) of the FD&C Act unless the 
declaration is tenninated or authorization revoked sooner. 

IV. Duration of A nthorization 

'111is EUA will be effoctive until the declaration that circumstances existjustityingthc 
authorization of the emergency use of vaccines for use to prevent monkeypox disease is 
tenninated under Section 564(b)(2) of the Act or the EUA is revoked under Section 564(g) of 
the Act. 

Enclosures 

Sincerely, 

Isl 

Peter W. Marks, ~LD., Ph.D. 
Director 
Center of Biologics Evaluation and Research 
Food and Drug Administration 

mailto:OO-OFBAP-OFM-UFSS-Government@fda.hhs.gov
mailto:OO-OFBAP-OFM-UFSS-Government@fda.hhs.gov
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